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Art Unit: 4148 

DETAILED ACTION 
Claim Rejections - 35 USC § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

2. Claims 1, 2, 4-7 and 13-17 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Lipkover (US 5,421,816). 

Regarding claim 1, Lipkover discloses an ultrasonic percutaneous (transdermal) 
penetration device, comprising: an irradiation (stimuli transducer) unit that applies 
ultrasonic waves (column 4, lines 62-64) having a frequency of not less than 0.5 MHz 
(column 5, lines 24-26) to skin (column 4, lines 65-67); and a control unit (column 4, 
lines 68-68; column 5, lines 1-2) that controls irradiation conditions of the irradiation unit. 

The claim limitation "or a surface capable of contacting the medicine" is not given 
patentable weight as it has been held that the recitation that an element is "capable of 
performing a function is not a positive limitation but only requires the ability to so 
perform. It does not constitute a limitation in any patentable sense. 

The claim limitation "which, upon allowing a medicine containing an active 
ingredient to penetrate an organism from a skin surface, allows vibration of ultrasonic 
waves to penetrate the organism from the skin surface," is a recitation of intended use, 
and it has been held that a recitation with respect to the manner in which a claimed 
apparatus is intended to be employed does not differentiate the claimed apparatus from 
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a prior art apparatus satisfying the claimed structural limitations, and this limitation is not 
given patentable weight. 

Regarding claim 2, Lipkover discloses the control unit controlling the frequency, 
period between on and off of power and irradiation time (column 5, lines 22-27), which 
are irradiation conditions of ultrasonic waves. 

Regarding claim 4, Lipkover discloses wherein the irradiation unit applies not 
less than two ultrasonic waves (stimulus wave, 5KHz-1MHz and pumping pulses, 50 
MHz-300MHz) having different frequencies (column 5, lines 23-32). 

Regarding claim 5, Lipkover discloses the irradiation unit applies an ultrasonic 
wave having a frequency of virtually 1 MHz (column 5, lines 24-25) and an ultrasonic 
wave having a frequency of not less than 2 MHz (column 5, lines 30-32). 

Regarding claim 6, Lipkover discloses a device further comprising a thermal tool 
(infrared emitter) for warming a portion to be subjected to penetration of the medicine 
and a photo stimulator (laser emitter) that applies photic stimulation to the portion to be 
subjected to penetration of the medicine (column 5, lines 40-48). 

Regarding claim 7, Lipkover discloses an ultrasonic percutaneous (transdermal) 
penetration device, comprising: a medicine (pharmaceutical agent) containing an active 
ingredient (column 4, lines 55-56) an irradiation (stimuli transducer) unit that applies 
ultrasonic waves (column 4, lines 62-64) having a frequency of not less than 0.5 MHz 
(column 5, lines 24-26) to skin (column 4, lines 65-67); and a control unit (column 4, 
lines 68-68; column 5, lines 1-2) that controls irradiation conditions of the irradiation unit. 
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The claim limitation "or a surface capable of contacting the medicine" is not given 
patentable weight as It has been held that the recitation that an element Is "capable of 
performing a function Is not a positive limitation but only requires the ability to so 
perform. It does not constitute a limitation In any patentable sense. 

The claim limitation "which, upon allowing a medicine containing an active 
ingredient to penetrate an organism from a skin surface, allows vibration of ultrasonic 
waves to penetrate the organism from the skin surface," Is a recitation of Intended use, 
and It has been held that a recitation with respect to the manner In which a claimed 
apparatus is intended to be employed does not differentiate the claimed apparatus from 
a prior art apparatus satisfying the claimed structural limitations, and this limitation is not 
given patentable weight. 

Regarding claim 13, LIpkover discloses the medicine Is Impregnated Into a base 
material (column 4, lines 58-60). 

Regarding claim 14, LIpkover discloses the method comprising the step of 
simultaneously as a medicine containing an active Ingredient Is made In contact with the 
skin, applying ultrasonic waves having a frequency of not less than 0.5 MHz to a skin 
surface through the medicine (column 9, lines 47-55). 

Regarding claim 15, LIpkover discloses the method comprising the step of after 
a medicine containing an active Ingredient has been made In contact with the skin, 
applying ultrasonic waves having a frequency of not less than 0.5 MHz to a skin surface 
through a medium that transmits ultrasonic waves (column 6, lines 27-33). LIpkover 
discloses the first ultrasonic waves stimulating the skin, then the medicine being 
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applied, and then pulses of ultrasonic waves being applied that "pump" the medicine 
through the skin, which is a medium that transmits ultrasonic waves. 

Regarding claim 16, Lipkover discloses the method comprising the step of after 
having applied ultrasonic waves having a frequency of not less than 0.5 MHz to a skin 
surface, a medicine containing an active ingredient is made in contact with the skin to 
which the ultrasonic waves have penetrated (column 6, lines 27-33). 

Regarding claim 17, Lipkover discloses the method comprising the steps of the 
following two processes: a process in which ultrasonic waves having a frequency of not 
less than 0.5 MHz are applied to the skin surface (column 6, lines 27-33); and a process 
in which, simultaneously as the medicine containing an active ingredient is made in 
contact with the skin, ultrasonic waves having a frequency of not less than 0.5 MHz are 
applied to the skin surface through the medicine(column 9, lines 47-55), and carrying 
out the selected processes time-serially in succession. 

Claim Rejections - 35 USC § 103 

3. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the phor art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

4. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 
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2. Ascertaining tlie differences between the prior art and tlie claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

5. Claim 3 is rejected under 35 U.S.C. 103(a) as being unpatentable over Lipkover 
(US 5,421,816) in view of Rowe et al. (US 6,234,990 B1). 

Regarding claim 3, Lipkover discloses the invention substantially as stated 
above, but fails to disclose a detection unit that detects the depth of a portion for 
penetration of the medicine, wherein the control unit controls the irradiation conditions 
so as to allow the medicine to penetrate to the depth detected by the detection unit. 

However, Rowe et al. teaches a detection unit (sensor) that detects the depth of 
a portion for penetration of the medicine, wherein the control unit (controller, 90) 
controls the irradiation conditions so as to allow the medicine to penetrate to the depth 
detected by the detection unit (column 12, lines 1-5 and 9-16). 

It would have been obvious to one having ordinary skill in the art at the time in 
the invention was made to provide a depth sensor on the device to allow the medicine 
to penetrate to the correct depth (column 12, lines 10-12) 

6. Claim 8 is rejected under 35 U.S.C. 103(a) as being unpatentable over Lipkover 
(US 5,421,816) in view of Kost et al. (US 4,767,402). 

Regarding claim 8, Lipkover discloses the invention substantially as stated 
above, but fails to disclose the frequency of the ultrasonic waves in the range of 3 to 7 
MHz. 
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However, Kost et al. teaches a transdermal drug delivery device with ultrasonic 
enhancement that operates in the range of 20 kHz (.02 MHz) and 10 MHz to enhance 
the transdermal transfer (column 4, lines 28-31). 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to have the range between 3 and 7 MHz, since it has been held 
that where the general conditions of a claim are disclosed in the prior art, discovering 
the optimum or working ranges involves only routine skill in the art. 
7. Claim 9 is rejected under 35 U.S.C. 103(a) as being unpatentable over Lipkover 
(US 5,421,816) in view of Kost et al. (US 4,767,402) as applied to claim 8 above, 
further in view of Hidaka et al (US 4,990,340). 

Regarding claim 9, Lipkover in view of Kost et al. discloses the invention 
substantially as stated above, but fails to discloses the active ingredient being selected 
from the group consisting of vitamin C, vitamin C derivatives, kojic acid, glucoside, 
glutathione, kiwifruit extract, rose fruit extract, arbutin and acerola extract. 

However, Hidaka et al. teaches a transdermal (percutaneous) drug delivery 
device containing the medicine (drug) glutathione (column 6, lines 62-63; column 9, line 
28). 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to use glutathione as the medicine as it has been proven to have 
the ability to transdermally transfer the medicine to the patient (column 10, lines 17-20), 
and the use of an ultrasonic device would only increase the absorption of the drug. 
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8. Claims 10-12 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Lipkover (US 5,421,816) in view of Hidaka et al (US 4,990,340). 

Regarding claim 10, Lipkover discloses the invention substantially as stated 
above, but fails to disclose the active ingredient being selected from the group 
consisting of vitamin A, vitamin A acid derivatives, retinol, glutathione, a-hydroxy acid 
and a cell activation agent. 

However, Hidaka et al. teaches a transdermal (percutaneous) drug delivery 
device containing the medicine (drug) vitamin A (column 6, lines 62-63; column 9, line 
1). 

It would have been obvious to one having ordinary skill In the art at the time the 
invention was made to use vitamin A as the medicine as it has been proven to have the 
ability to transdermally transfer the medicine to the patient (column 10, lines 17-20), and 
the use of an ultrasonic device would only increase the absorption of the drug. 

Regarding claim 11, Lipkover discloses the invention substantially as stated 
above, but fails to disclose the active ingredient being selected from the group 
consisting of vitamin B group, capsaicin and caffeine. 

However, Hidaka et al. teaches a transdermal (percutaneous) drug delivery 
device containing the medicine (drug) capsaicin (column 6, lines 62-63; column 7, line 
31). 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to use capsaicin as the medicine as it has been proven to have the 
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ability to transdermally transfer the medicine to the patient (column 10, lines 17-20), and 
the use of an ultrasonic device would only increase the absorption of the drug. 

Regarding claim 12, Lipkover discloses the invention substantially as stated 
above, but fails to discloses the active ingredient being selected from the group 
consisting of a thiocarbamate-based agent, an imidazole-based agent, an allylamine- 
based agent, an amorolfine-based agent, an undecylenic acid and derivatives thereof, 
an antifungal agent and an antitrichophyton agent. 

However, Hidaka et al. teaches a transdermal (percutaneous) drug delivery 
device containing the medicine (drug) an antifungal agent (column 6, lines 62-63; 
column 8, line 35). 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to use an antifungal agent as the medicine as it has been proven to 
have the ability to transdermally transfer the medicine to the patient (column 10, lines 
1 7-20), and the use of an ultrasonic device would only increase the absorption of the 
drug. 

Conclusion 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Rowe (US 6,234,990 B1), Ohmachi (US 7,090,869 B2), 
Tachibana (EP 0 634 189 A2). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Julie A. Szpira whose telephone number is (571)270- 
3866. The examiner can normally be reached on Monday-Thursday 8 AM to 5 PM. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Terrell McKinnon can be reached on 571-272-4797. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Julie A Szpira/ 
Examiner, Art Unit 4148 

/Terrell L Mckinnon/ 

Supervisory Patent Examiner, Art Unit 4148 



